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Example : Infrastructure - Training, Q# 7 



Question / Criteria 



Yes /No 



Is There A Mechanism For Tracking Employee 
Training To Ensure That Employees Are 
Satisfying Training Requirements? 




Define a standard for minimum 
program qualities and level of 
documentation required for proof, and 
then use that standard as a guide 
through your interviews with the 
process owners 
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QUESTIONNAIRE METRICS 

COMPANY'- L&cATio/J 



Communication & Management Reporting 



50.0% 
50.0% 
66.7% 
50.0% 
100.0% 
57.7% 



ISSUE IDENTIFICATION 


6 


8 


7S.0% 


CTQ MEASUREMENTS 


2 


3 




20.2 EQUAL EMPLOYMENT OPPORTUNITY , . 


5 


' 5 


100.0% 


20.3 HEALTH, SAFETY, & ENVIRONMENTAL PROTECTION 


; 2 


6 


33.3% 


20.4 ETHICAL BUSINESS PRACTICES 

,_ Que Diligence 


2 


4 


50.0% | 



Tabulated Results Spreadsheet - Analysis 
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Program Summary 



Compliant;* Program S«tf-Asa«Mmant 




Policy Summary 




FIGURE 9 
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Core Requirements 
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Secondary Requirements [ -► 



Spirit & Letter Regulatory 
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FDA 

Gov ernment Agency 
Ldbo & afety 
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Envi onmontal 
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Supplier Agreement 


Eastern Ectrope / Middle 
£as* Regulatory 


Supplier Agreement 
Indirect Sales Contracts 
Cuatoroer Contracts 
Unidri/WorlfCouncil 
Contract 

Confidentiality Agreements 


Product Promotions 
Prising; Discount 


20.3 Insider Trading 
30.5 Conflicts of Interest 




Employee Contracts 


Expense Approvals 



FIGURE 11 
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Example 

_ v Process 

Severity X strength 



= QFD Score 



• 30.13 Product 








Development 


5 


3 


15 


• Y2K Physical 


10 






Product Upgrades 
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FIGURE 13 



RISK PRIORITIZATION 
OUTPUT 

Top 3~5 Risk Processes 



Map Steps For 
Each Process 



990 



Repeat 
For 
Each 
Step 
In The 
Process 



Determine Failure 
Modes 



Determine Effect Of 



Each Failure M"H 

3 



Identify Potential 
Causes Of Each 
Failure 



List Current Controls 
In Place 



Assign Severity, 
Occurrence and 
Detection Ratings 



a-ilujlnt.: RPN 



Determine 
Recommended 
Actions 
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A.H/R.N. 


<: tr 


B.M/R.N 


Actions Recommended 


Validate similar nsk with Marque US" 
Submit an RTA to request the 
development and implementation of 


submit and RTA to provide a report in 
Oracle that calculates the U.S. part 
oercentage automatically using the 
Information in the product description, 


dentlfy Licensing Personnel j 
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Current Controls 


None. Manual data 
gathering available but 
•tedious. j 


Approved Internal 
Export Control 
Process (Seite2von 
2) but manually 
executed 


No process controls in 
place 
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Potential Causes 


No Current Reporting 

1 


inaccuracy in part content 
verification process 


Resource Allocations for 
his process is undefined. 
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Potential Fallura Effects 


mammy to acquire Part Origin 
and US Content easily for the, 
logistics process. 


iviure uooas man are allowed 
are shipped to sensitive 
customers 


potential loss of sales 
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percent value of US Part 
to total order may not be 
accurate 
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Systems 
Implementation, 

US Part 


Content 
Inspection 


Verification . 
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3 Into Key 
ss Metrics 




narize Metric 
ions Plans Int 
>oards For To 
Compliance 
Risks 
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